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ABBREVIATIOXS AXD SPECIAL TERbIS USED IN THE REPORT 

CCA Central Competent Authorit\.. the Office of Animal Health 

CFL Colony-Forming Units 

DSA Direccidn de Sulud Animal, the Office of Animal Health 

E. coli Escherichia colz 

FSIS Food Safety and Inspection Service 

MAG-FOR Ministerio Agropecuario y Forestal (Ministry of Agriculture, 
Food, and Forestry) 

MVO Medico Veterinario Oficial (Equivalent to Veterinary Inspector-In- 
Charge of an establishment) 

Pathogen Reduction1 Hazard Analysis and Critical Control Point 
Systems 

SSOP Sanitation Standard Operating Procedure(s) 

Salmonella Salmonella species 



The audit took place in Kicaragua from November 4 through Sovember 19.2003. 

An opening meeting was held on No~ember  4. 2003. in Managua with the Central 
Competent Authority (CCA). At this meeting. the auditors confirmed the objective and 
scope of the audit. the audit itineraries. and requested additional information needed to 
complete the audit of Nicaragua's meat inspection system. 

The auditors were accompanied during the entire audit by representatives from the CCA. 
the Ministry of Agriculture. Food. and Forestry (Ministerio Agropecuario y Forestal, or 
ACiYG-FO@. 

2. OBJECTIVE OF THE AUDIT 

This was a routine annual audit. The objective of the audit was to evaluate the 
performance of the CCA with respect to controls over the slaughter and processing 
establishments certified by the CCA as eligible to export meat products to the United 
States. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA, 
two laboratories performing analytical testing on United States-eligible product, and three 
slaughter and processing establishments. 

I Competent Authority Visits 
Competent Authority 1 Central 4 

I Comments 
Managua 

1 

Laboratories 2 Residues and Microbiology 

Meat Slaughter & Processing Establishments Managua, Juiualpa, and 
Nandaime 

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits with CCA 
officials to discuss oversight programs and practices, including enforcement activities. 
The second part involved an audit of a selection of records in Nicaragua's inspection 
headquarters. The third part involved on-site visits to the three slaughter and processing 
establishments certified to export to the United States. The fourth part involved visits to 
two government laboratories. The government-owned and -operated National 
Laboratory of Biological Residues in Managua was conducting analyses of meat samples 
for Nicaragua's national residue control program. The government-owed and -operated 
National Laboratory of Veterinary Diagnostics in Managua was analyzing meat samples 
for the presence of generic E. coli and Salmonella species. 



Program effectiveness determinations of Nicaragua's inspection sqstem focused on five 
areas of risk: (1) sanitation controls. including the implementation and operation of 
Sanitation Standard Operating Procedures (SSOP). (2) animal disease controls. ( 3 )  
slaughter/processing controls. including the implementation and operation of Hazard 
Analqsis and Critical Control Point (HACCP) programs and the testing program for 
generic E. coli, (4) residue controls, and ( 5 )  enforcement controls. including the testing 
program for Snlmonelln species. Nicaragua's inspection s>stem was assessed by 
evaluating these five risk areas. 

During all on-site establishment visits, the auditor evaluated the nature. extent and degree 
to which findings impacted food safety and public health. The auditors assessed how 
inspection services are carried out by Nicaragua and also determined if establishment and 
inspection system controls were in place to ensure the production of meat products that 
are safe, unadulterated and properly labeled. 

During the opening meeting. the auditors explained that Nicaragua's inspection system 
would be audited against two standards. First, the auditors would audit against FSIS 
requirements. These include daily inspection in all certified establishments, humane 
handling and slaughter of animals. the handling and disposal of inedible and condemned 
materials, species verification testing, and FSIS' requirements for HACCP, SSOP, and 
testing for generic E. coli. Second, the auditors would audit against any equivalence 
determinations that have been made for Nicaragua. There are currently no equivalence 
determinations for Nicaragua. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of United States laws and 
regulations, in particular: 

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.) and 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end), N-hich include the 
Pathogen ReductiodHACCP regulations. 

5. SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 
h t tp : / /ww.  fsis.usda.gov/OPPDE/FARlindex.htm. 

The last FSIS audit ofNicaragua's inspection system was conducted in April 2003. The 
following deficiencies were identified: 

Nicaragua had not enforced the FSIS requirement for sampling sites on beef carcasses 
for sampling for generic E. coli. During the FSIS audit in April 2003. this was a 



repeat finding (in all three establishments) from the previous audit in June 2002 (in 
two of the three establishments). 

The FSIS audit in April 2003 noted that the sampling technique for generic E. coli 
was improper (not aseptic) in all three establishments. The FSIS audit in June 2002 
had noted the same deficiency in two of the three establishments. 

The FSIS audit in April 2003 noted cross-contamination in one of the three 
establishments. 

The FSIS audit in April 2003 noted a personal hygiene problem in one of the three 
establishments: an employee failed to wash his hands after handling cartons before 
handling meat. 

The FSIS audit in April 2003 noted inadequate pre-operational sanitation controls in 
one establishment residues from the previous day's prodiuction were present on the 
controls of processing equipment. 

6.1 Government Oversight 

6.1.1 CCA Control Systems 

The sanitation, slaughter and processing inspection procedures and standards, and the 
legal authority to enforce these requirements are outlined and specified in two legal 
documents. The first is the Reglamento de Inspeccion Sanitaria de la Carne para 
Establecimientos Autorizados (Regulation of Sanitary Inspection of Meat for Authorized 
Establishments). which went into effect in 1958 and was revised in 1990. It has been 
revised again and the revision is open for public comment. The new revision is expected 
to go into effect during calendar year 2004. The sections that provide the authority for 
enforcement are Articles 205. 206, and 207. The second is Ley iYo. 291: Ley Basica de 
Salud Animal y Sanidad Vegetal (Law No. 291 : Basic Law of Animal Health and 
Vegetable Health), which went into effect June 3, 1998. 

In each of the three establishments certified for U.S. export, the MAG-FOR staffing 
consists of one AWedico Veterinario OJicial (MVO. or Official Veterinary Medical 
Officer) and six Inspectores Ayudantes (Auxiliary Inspectors). The MVOs are rotated 
among the three establishments every two years. 

The procedure for initial establishment certification for U.S. export is outlined in Chapter 
111, Sections 10 through 14 (Articles 4 through 10) of the Regulation of Sanitary 
Inspection of Meat for Authorized Establishments and also (the HACCP requirements) in 
Law No. 291 : Basic Law of Animal Health and Vegetable Health. Articles 22 and 40. In 
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brief. according to the Reglamento. when the management in an establishment has 
officially requested approval to export to the U.S.. the following steps are taken: 

1 .  The establishment must comply with the Reglamento and the Ley. 
2. The establishment must develop a residue control program. 
3. The establishment must develop a microbiological control program (for E. coli. 

Salmonella, and Listeria). 
4 .  The establishment must develop an SSOP program. 

The establishment must develop a complete HACCP program. 

When the above steps are complete, an official veterinarian from the Department of 
Inspection and HACCP Certification reviews the documentation and conducts an on-site 
audit. All the information and the report of the audit are then reviewed by the Chief 
Veterinary Meat Inspector before he recommends final approval. The final approval is 
then granted jointly by the Chief of the Department of Inspection and HACCP 
Certification and the Director of the Direccion de Salud Animal (Department of Animal 
Health). 

6.1.2 Ultimate Control and Supervision 

The MVOs in the three establishments are supervised directly by the Chief Veterinary 
Meat Inspector, who also conducts the monthly supervisory reviews. The Chief 
Veterinary Meat Inspector answers to Chief of the Department of Inspection and HACCP 
Certification and the Director of the Department of Animal Health. 

The activities and responsibilities of the official in the position of Chief Veterinary Meat 
Inspector are stipulated in Articles 22 and 23 of the Regulation of Sanitary Inspection of 
Meat for Authorized Establishments. 

6.1.3 Assignment of Competent, Qualified Inspectors 

The Chief Veterinary Meat Inspector is responsible for training each hired employee 
and/or for ensuring that the hired employee has the required pre-employment training. 
On-the-job training is provided in the establishments by the official veterinarians and is 

supervised by the Chief Veterinary Meat Inspector. All MVOs and auxiliary inspectors 
receive three months of specific training in meat inspection before assuming official 
responsibilities in export establishments. 

The three MVOs have. respectively, 13,20, and 25 years of inspection experience in 
export slaughter establishments. The MVOs are rotated among the three establishments 
every two years. There is also a designated relief MVO ready to fill in for illness or 
annual leave. If an inspector is ill. the inspector from the local establishment pool w-ith 
the most experience substitutes. Whenever an auxiliary inspector resigns. a replacement 
is transferred from another export establishment. 



In all three establishments. the MVOs had had recent specific HXCCP trainin, a courses. 
In all establishments. copies of the United States P R  H,L\CCP regulations were present 
and the MVOs mere documenting their e\aluations of establishment compliance kbith the 
HACCP and SSOP requirements. 

All MVOs and auxiliary inspectors appeared to be adequately trained: however. in all 
three establishments. there were deficiencies in inspection controls regarding enforcement 
of FSIS requirements. 

6.1.4 Authority and Responsibility to Enforce the Laws 

The MVOs have full authority to retain and condemn product, reject equipment. suspend 
production. and withhold inspection. The authority to delist is granted in Article 19 of 
the Regulation of Sanitary Inspection of Meat for Authorized Establishments and lies 
jointly with the Chief Veterinary Meat Inspector. the Chief of the Department of 
Inspection and HACCP Certification, and the Director of the Department of Animal 
Health. 

6.1.5 Adequate Administrative and Technical Support 

Nicaragua's Ministry of Agriculture has adequate administrative and technical support 
and has the ability to support a third party audit. 

6.2 Headquarters Audits 

The auditor conducted a review of inspection system documents at the headquarters of the 
inspection service. The records review focused primarily on food safety hazards and 
included the following: 

Internal review reports. 
Supervisory visits to establishments that were certified to export to the U.S. 
New laws and implementation documents such as regulations. notices, directives and 
guidelines. 
Sanitation, slaughter and processing inspection procedures and standards. 
Control of products from livestock w-ith conditions such as cysticercosis. 
Export product inspection and control including export certificates. 
Enforcement records, including examples of seizure and control of noncompliant 
product. 

No concerns arose as a result of the examination of these documents 



6.3.1 Audits of Regional Inspection Offices 

There are no regional or district meat inspection offices: the MVOs in the three 
establishments are supenised directly by the Chief Veterinary Meat Inspector. 

7 .  ESTABLISHMENT AUDITS 

The FSIS auditors visited all three slaughterlprocessing establishments currently certified 
by Nicaragua as eligible to export to the United States. None was delisted by Nicaragua 
because of failure to meet basic U.S. requirements. Two received Notices of Intent to 
Delist (NOID) from MAG-FOR because of deficiencies inkolving SSOP and HACCP 
implementation. These establishments may retain their certification for export to the 
United States provided that all deficiencies noted during the audit are corrected within 30 
days of the dates when the establishments were audited. 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits, emphasis was placed on the application of procedures and 
standards that are equivalent to United States requirements. 

Residue laboratory audits focus on sample handling, sampling frequency, timely analysis 
data reporting, analytical methodologies. tissue matrices, equipment operation and 
printouts, detection levels, recovery frequency, percent recoveries, intra-laboratory check 
samples, and quality assurance programs, including standards books and corrective 
actions. 

Microbiology laboratory audits focus on analyst qualifications, sample receipt. timely 
analysis. analj-tical methodologies, analytical controls. recording and reporting of results. 
and check samples. If private laboratories are used to test United States samples, the 
auditor evaluates compliance with the criteria established for the use of private 
laboratories under the FSIS Pathogen ReductiordHACCP requirements. 

The following laboratories were audited: 

The government-owned and -operated Laboratorio Nacional de Residuos Quimicos y 
Bioldgicos (National Laboratory for Chemical and Biological Residues) in Managua. 

The government-ouned and -operated Laboratorio Xarional de Diagnosticos 
Veterinarios (National Laboratory of Veterinary Diagnostics) in Managua. 

The findings in these laboratories are discussed in Section 11.3 (Testing for generic E. 
coli). 12 (RESIDUE CONTROLS), and 13.2 (Testing for Salmonella species) of this 
report. 



9. SAKITATION CONTROLS 

As stated earlier. the FSIS auditors focused on fike areas of risk to assess Nicaragua's 
meat inspection s)istem. The first of these risk areas that the FSIS auditors retiebed was 
Sanitation Controls. 

Based on the on-site audits of establishments, and except as noted below, Nicaragua's 
inspection system had controls in place for SSOP programs, all aspects of facility and 
equipment sanitation, the prevention of actual or potential instances of product cross- 
contamination, good personal hygiene practices, and good product handling and storage 
practices. 

In addition, and except as noted below, Nicaragua's inspection system had controls in 
place for water potability records, chlorination procedures, back-siphonage prevention, 
separation of operations. temperature control, work space, ventilation, ante-mortem 
facilities. welfare facilities, and outside premises. 

9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met, according to the criteria employed in the U.S. domestic inspection 
program. The SSOP in all three establishments were found to meet the basic FSIS 
regulatory requirements. 

Additionally, in two establishments, the following implementation deficiencies were 
identified: 

In one establishment, condensation was observed above exposed carcasses in a cooler. 
The condensation problem had been documented in the September 2003 (monthly) 
internal review report. Replacement of old insulation and ceiling tiles was 
programmed, but problems were continuing. and there was very little documentation 
by the establishment of daily condensation control and corrective measures when 
product w-as affected. The MAG-FOR officials ordered the affected carcasses to be 
trimmed and rejected the cooler for use until the condensation problem is resolved. 

In one establishment. documentation of operational sanitation activities by the 
establishment &-as inadequate (only checks of sterilizer temperatures and noting the 
occasional deficiency were documented). 

In one establishment. preventive measures were not documented as part of the 
corrective actions taken regarding deficiencies identified by the establishment during 
pre-operational sanitation. 



9.2 Sanitation 

The following deficiencies were also noted: 

In one establishment. there were se~e ra l  points on the slaughter floor where carcasses 
were contacting adjacent equipment with the potential for cross-contamination. 

In one establishment. employees with open containers of inedible materials and 
employees mith open edible product containers w-ere passing through the same strip 
curtain, with considerable potential for cross-contamination. 

In one establishment, all waste containers (for paper towels) on the slaughter floor 
and the majority of those in the boning room had hand-operated lids, ni th  the 
potential for cross-contamination. 

10. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditors reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification. control over 
condemned and restricted product. and procedures for sanitary handling of returned and 
reconditioned product. The auditors determined that Nicaragua's inspection system had 
adequate controls in place. No deficiencies regarding animal disease controls were 
observed in any of the three establishments. 

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit. 

1 1 .  SLAUGHTER/PROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditors reviewed w-as Slaughter/Processing 
Controls. The controls include the following areas: ante-mortem inspection procedures, 
ante-mortem disposition, humane handling and humane slaughter, post-mortem 
inspection procedures, post-mortem disposition. and processing equipment and records. 

The controls also include the implementation of HACCP systems in all establishments 
and implementation of a testing program for generic E. coli in slaughter establishments. 

1 1.1 Humane Handling and Humane Slaughter 

No deficiencies were noted. 



11.2 HACCP Implementation 

All establishments approved to export meat products to the Cnited States are required to 
have developed and adequately implemented a HACCP program. Each of these programs 
kvas evaluated according to the criteria emploq ed in the United States' domestic 
inspection program. 

The HACCP programs were reviewed during the on-site audits of the three 
establishments. In all three, the basic HACCP requirements had been adequately 
implemented. 

Additionally, the following implementation deficiencies were identified: 

In one establishment, verification of the monitoring for one of the two critical control 
points was not documented by the establishment. 

11.3 Testing for Generic E. coli 

Nicaragua has adopted the FSIS regulatory requirements for testing for generic E. coli. 

All three establishments audited were required to meet the basic FSIS regulatory 
requirements for testing for generic E, coli and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

In all three establishments, the following deficiency was noted: 

In all three establishments. the requirement to develop statistical process control 
procedures to analyze the results of their testing programs for generic E. coli had not 
been understood; the method intended for excision sampling was being used. It was 
noted. however. that the upper limit employed - 100 CFU (colony-foming units) /cm2 
- had been officially recommended to all three establishments in Nicaragua that were 
certified for U.S. export by the government-owned and -operated National Laboratory 
of Veterinary Diagnostics where the samples are analyzed. 

1 1.4 Testing for Listeria monocytogenes 

Testing for Listeria monocytogenes was not required because none of the three 
establishments certified for U.S. export produced any ready-to-eat products. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditors reviewed was Residue Controls. 
These controls include sample handling and frequency, timely analysis, data reporting. 



tissue matrices for anal) sis. equipment operation and printouts. minimum detection 
l e ~  els. recoberq frequency. percent recoveries. and corrective actions. 

The government-om-ned and -operated Laboratorio k c i o n a l  de Residuos Quimicos y 
Bioldgicos (Yational Laboratory for Chemical and Biological Residues) in Managua uas  
audited. KO deficiencies were noted. 

The government-o\\-ned and -operated Laboratorio Nacional de Diagnosticos Veterinarios 
(Xational Laboratory of Veterinary Diagnostics) in Managua was audited. The following 
deficiency was noted: 

Neither the number of CFUs inoculated into check samples nor the specific strains 
that were used had been determined. 

Nicaragua's National Residue Testing Plan for 2003-04 was being followed and was on 
schedule. 

13. ENFORCEMENT CONTROLS 

The fifth of the five risk areas that the FSIS auditors reviewed was Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for Salmonella species. 

13.1 Daily Inspection in Establishments 

Inspection was being conducted daily and was well-documented in all three 
establishments. 

1 3.2 Testing for Salmonella Species 

Testing for Salmonella species was properly conducted in all three establishments. 

13.3 Species Verification 

At the time of this audit, Nicaragua u a s  required to test product for species verification. 
Species verification was being conducted in those establishments in which it was 
required. 

13.4 Monthly Reviews 

During this audit it was found that in all establishments visited. monthly reviews of 
certified establishments \\ere being performed and documented. as required. in all months 
in u-hich U.S.-eligible production u a s  conducted. 



13.5 Inspection System Controls 

In all three establishments. except as noted belou. the CCA had controls in place for 
ante-mortem and post-mortem inspection procedures and dispositions: restricted product 
and inspection samples: disposition of dead. dying. diseased or disabled animals: 
shipment security. including shipment betueen establishments; and prevention of 
commingling of product intended for export to the United States with product intended 
for the domestic market. 

The following deficiencies were identified: 

In one establishment, atlantal (lateral retro-pharq-ngeal) lymph nodes were not 
included in routine post-mortem inspection of beef heads, as required by FSIS. 

In one establishment, the light in abdominal cavities was only 20 foot-candles. FSIS 
requires 50 foot-candles of shadow-free light at inspection surfaces. 

Furthermore, controls were in place for further processing, security items. shipment 
security, and products entering the establishments from outside sources. 

The following deficiencies regarding enforcement were identified: 

In all three establishments, deficiencies were observed that should have been identified by 
MAG-FOR prior to this FSIS audit: 

Condensation previously identified and not corrected (in one establishment). 

Inadequate documentation of operational sanitation activities (in one establishment). 

Inadequate documentation of preventive measures for pre-operational sanitation 
deficiencies (in one establishment). 

Inadequate light at an inspection station (in one establishment). 

Potential for cross-contamination in three areas of one establishment. 



,4 closing meeting mas held on Xovember 19. 2003. in Managua uith the CCA. At this 
meeting. the primaq findings and conclusions from the audit were presented bq the lead 
auditor. 

The CCA understood and accepted the findings. 

-7 
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Gary D. Bolstad. DVM 
International Audit Staff Officer 
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Individual Foreign Laboratory Audit Forms 
Indi~idual Foreign Establishment Audit Forms 
Foreign country response to Draft Final Audit Report 





i ,A l iE  3i R E V I E W 3  L A U i  OF FOREIGN DFFI::AL 
Dr. Gary D .  Bolstad 1 Dr. Norman J'aldivia. Chief Meat Inspector; Dr.  Leila Urna ta ,  Laboratory Director 

I 
RESIDUE ITEM NO 

,4bbreviations: CHC = chlorinated hydrocarbons: ABC = antibiotics; OP = organophosphates; HM = heavy 

metals; DES = diethylstilbestroi; SUL = suifonamides; LEV = le\.anlisole; 1Vh.I = ivermecrin; BMZ = 

benzimidizoles 

Scales and balances were calibrated annually by the National Institute of Metrology, a division of the Ministry 

of Inchstrid and Col~xiierciai Dweiopment. but tine iaboratory was not provided with coples of the calibration 

reports, so none were available for audit. Volumetric equipment was not being calibrated at the time of this 

audit; however, a system for doing so was under development. It was noted that ma-jor analytical equipment 

(HPLC, GC, AA, etc) were calibrated annually, and adequate documentation was maintained in the laboratory. 
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I l i~ i s r z r io  .%gupz;ilaria 6L Forestal k x 3-1 2 .  Carrerera a 31askg.a 
(hI.4G-FOR) ?Izagua. Nicaragua 

idkME 2F REWEVJER NAME O i  F O 2 E I S N  O F F I C I L L  

Gary D.  Bolsrad. DI75l I Dr. Norman 1-aldivia, Chief Meat Inspector; Dr. Sonia Marima Garcia L7ilches 

RESIDUE I TEM NO ' COMMENTS 

.4bbreviations: Ecol = generic E. coli;Sal = Sali?zonella specles 

Both 19 Neither the number of CFUs inoculated inro check samples nor the speclfic strains thar were used had been 
I 

determined. 
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Foreign Establishment A u d i t  Checkl ist 

Place an X in :he Audi t  R e s ~ i k sb lock  t o  indicate nonccrnpiiance with requ i rements .  U s e  0 if n o t  applicable. 
Part A -Sanitation Standard Operating Procedures (SSOP) ' ~ X I :  Part D - Continued h,: 

Bask Requkements I Resu':~ Economic Sampling I R e s x s  

7. Wr~tter, SSOP I 13.  Scheduled Sanple I 


@ Records do cum en in^ i~plernentat ion.  I x 1 34. Speces T e s m g  

9 .  S~gned and d i e d  SSO?, by r ! - s i t e  or overall authoxy. I 1 35. 3esidue 
I 


Sanitation Standard Operating Procedures (SSOP) 
Part E -Other Requirements 

Ongohg Requirements 
10 Implementation of SS3P's includng rnonltoring of implernentat~on 1 ( 36 Expor! 

1I Ma~ntenanceand evaluat~on of the effecbveness of S O "  s I ( 37 lrnoort I n 
I 


I 2  C o r ~ c t ~ v eaction when the SSO's have faieo to p reent  d~rect I 
 38 Establ~shment Grolncls and Pest Control oroduct c o n t a m ~ n a t ~ n  
or adulterat~on I 
I I 


13. 3aily r s o r d s  document item 10, 11 ancl 12 above I 39. Establ~shmentConstruction!V,aintenance i 

I 


Part B - Hazard Analysis and Critical Control 40 ~ ~ g h t  I 

Point (HACCP) Systems - Basic Requirements 

41 V ~ n t ~ ' n t i ? n  I- -.- I

14 Developed and Implemented a wntt f f l  HACCP plan 

15 Contents of tne YACCP list the f w d  safety hazards 42 Plumb~ng and Sewage 1 

cnticd conbol pants c r ~ t ~ c a l 
Ilmlts pocedues mrrecbve a d ~ o n s  I 

16 Records document~ng ~mpkmentat lon and rnonltonng of the 43 Watm Supply 
I


HACCP plan I 

44 Dresslng RwrnsiLa~ator ies 

17 -he HACCP slan IS suned and dated by tne respo%ible 
establishment md~vdua l  45 Equ~prnent and Utenslls I 


Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements 46 Sanitary b e - a t ~ o n s  X 


18  Monitoring o f  H k C C F  plan. 
1 47. Employee Hygiene I 


10.  Verificaton and valdation of HACCP plan. 

48. Condemned ?roduct Control i 

20 Corec t lveac t lo i  w r ~ t min HACC? plan i 

21 Reassessed adequac) oi the h X C P  plan 1 Part F - Inspection Requirements 

22 R e c o r e  oocumentmg me wrltten HACCP plan monltor~m o' the I
3

cr~t lcalc o i C o  p i n t s  dates mo trnes d spes~flcevert occu-rexes 1 

49 Government Staf f~ng 
I 


Part C - Economic I L%holesomeness 50 Dally l r s p e c t ~ n  Coverage 

23 L a b e h g  - ?rolu-t Standarcs I 
 I 
51 Enforcement x 


24 Labei~ng- Nd Welgh!s I 


I 

52 Humane hand l~ng 

25 General Labelinq I 


I
26 Fm Prod Sta?aa~s lBone less  ( 3 e f e = s 1 4 3 U S c r ~  SklnsNo~sture) 53 A ~ ~ m a lIdenti'icat~on 

Generic E. coliTesting 54 Ante Ma-terr I ~ s ~ c a o n  

27 Wri:ten Froceclures 55 =os' M o n m  Inspc t ion  

28 Sample C 3  k t 1 0 1  A ~ a i y s i s  k --

Part G - Other Regulatory Oversrght Requ~rements 
29 Ftecorcs 

-

Z o - - ~ r l + ~re:-lies oSalmonella Performance Standards - B a s ~ cR e q u ~ ~ m e n t sI 
56 E ~ r 3 ~ a "  



8 46 5 1 Condensanon mas vbsen sd a b o ~  e exposed carcasm in coolzr =3 The cfindensmon problem 
had bzen docunxnted in the September 2003 (mon~hljinternal re\ I ~ I Yreport Replacsment of 013) 

~nsulation and ceiling tlles u as progranmied. but problems 1%ere continuing. and there -i? as T erj httle 
docurnentation by the establislment of dally condensation control and col-rectil e measures m hen product 
Ivas affected The MAG-FORofficials ordered the afkcted carcasses to be trinmed and rejected the 
cooler for use until the condensation problem is resol] ed. 

28 The establislment had not de\ eloped a statistical process control procedure to anallrze the results of 
the testing program for generic E coli; the method intended for excision sampling I?as being used. It ~5 as 
noted that the upper limit e q l o j  ed (100 cf%cm2) mas recommended to all t hee  establishments in 
Nicaragua that mere certified for U.S. export b> the ,ao~~emn~ent-o~%-ned and -operated Ministry of 
A4griculture laboratory v,here the samples are anall-zed. The establishment management agreed to either 
de~relopa statistical process control procedure or change the sampling to the excision tnethod prompt!>. 

5 5  Atlanta1 (lateral retropharj-ngeal) lymph nodes uere not included in routine post-mortem inspection of 
beef heads. The FSIS auditor explained the requirement: the PL4AG-FOR officials agreed to implement the 
additional procedure immediately. 

Note: All deficiencies identified during the previous FSIS audit (on April 9;2003) had been satisfactorily 
addressed and corrected. 

Follom%~ga discussion of the observations. the Chief Meat Inspector of Nicaragua issued a Notice of 
Intent to Delist to the establishment management if the above deficiencies are not corrected within 30 days 
of this audit. 
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Foreign EstabIishment Audi t  Checklist 

i iesu l ts  b i o c k  t o  ~ n d ~ c a t ePlace an X i n  The A ~ l d ~ t  n z n c o m o i l a n c e  w t h  r e q u l r e m e n l s .  Use 0 I ?  nc: a p p l i c a b l e .  

Part A - Sanrtabon Standard Operating Rocedures (SSOP) Part D - Continued 1 ~ ~ 3 1A>:. 

Basic Requirements K S U I ~ S  E c o n o m ~ :Sampling I Ffsdlts 

7 Wr~:ter SSOP 23 Scieduleo Sanple 
I 


9. S~gned and daed SSO?, by ffl-site or oveiall author~ty 1 
35. Res~due 
I 


Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirernents 

I10. Implementat~ono: SSOP's, mcludng monitoring of mplementation ' I 36. Export 
-

11 M a ~ i t e n a n c eand ebaluat~on of the effecbveness of SSO? s 37 Import 

12. Correctwe action when the 5 5 3 3 s  have faied to prevent d~rect  11 3 8  Es:abl;shmert Grmnds and P a t  Control 
ornduct contamimicn or  aduhe:a:~on. 

13 Daly records document Item 10 11 and l i a b o v e  
I X 39 Establtshment Constuct~on'Ma~ntenance I 


I 

40 L13ht 
I >; 

Point (HACCP) Systems - Basic Requirements 
41 Venttiatton I 


14 Developed a d  mplemented a \hn!tm HACCP plan I 


1 5  Cortents of the HACC? lhst the fmd safety hazards 42 Plumbing and Sewage i

a l t l cd  conbol pants, cr~t ical  l m t s  pocedues mrrecbve acttons I 

-
I 43 n ' a t a  Suoply I 


16 Records oocurnenting ~rnpbmen!attoi and monltorlng of the I
HACCP olan 
44 Dress~ngR m ~ s i L a m t o r ~ e s  

17 The HACCP olan 1s snned and dateo bv the responslole I 


I 

I
es*,abiishment md~vdual  

I 45 E q u ~ p ~ n e n tand Utens~ ls  

(HACCP)Systems -Ongoing Requirements 46 Sanitary Ope-a:~ons 1 

i 8  Mon~tor~ngof  HACCP plan 


47 Employee Hygiene 1

119 Venf~caBon and vaioat~on oCYACCP plan I 


48 Condemned Product Control 

20 Conect~veaction w-~tten In HACCP plan 

21 Reassessed adequacy of tne H K C P  plan Part F - Inspection Requirements 

22 Recordj doc~rnent~ng the wr~tten HACCP plan nnnltor~n; of the 49 Government Staff~no 
cnttcal c o n t o  cants d s e s  a d  tmes d s p c ~ f t cevent occurrexes I


I 


Part C - Economic i hholesomeness 50 Daily lnspec t~m Coverage 1 

23 Labeimg - Product Standaras I 


51 Enforcement 
I X 


24 Labei~ng- Net  Wetgh!s I 

52 Humane Handl~ng I 


25 General Labellno 
-

2% Fin Prod S:anda~s!9oneless (Sefeczs!AQLlPcr~ Sk~nsfiJ,olst-re) 1 ( 53 Animal Identiftcation I 

I 


I
Generic E. col i  Testing 54 A i t e  M o m r  I n s p c t i w  

27 Wr~tten Procedxes 5 5 .  Post Monem 1ns~c:ton 

25 Sanple 2olkct icn 4nalys s 

,-Secoros 

0

Salmonella P e r f o m n c e  Standards - Basic Requ~rements 



Docurnentatlon of operar~o~~al  13 5 1 (-4) sanitatior~ actlx 1112s b j  1112 establislm~ent13 as i~rnited to checks 
of sterlllzer temperatures and noting the occasional def ic~enc~ (B)Prel entir e msasur 2s mere not 
docurnsnted as part of 111s conectn e actions taken regardmg deficienc~es idennfied b! the establihment 
during pre-operational sanitation. The establishment management gax e assurances that the! n ould correct 
these deficienc~es promptly. (These defic~encies should ha\ e been identified by hL4G-FOR prior to this 
audit.) 

19,s1 1-srification of the monitoring for CCP2 (carcass temperature after 21 lus in the cooler) \?-as not 
documented b!, the establishment. The establishment management gave assurances that they would 
correct this deficiency promptly. (This deficiency should have been identified bjv MAG-FOR prior to this 
audit.) 

38 The establishment had not d e ~  eloped a statistical process control procedure to ana!?e the resu!ts of 
the testing program for generic E coli; the method intended for excision sampling was being used. It \has 
noted that the upper limit employed (100 cfdcm2) was recommended to all three establishments in 
Nicaragua that were certified for U.S. export by the go\-ernnlent-owned and -operated Ministry of 
Agriculture laboratory v,%ere the samples are analyzed. The establishme~~t management agreed to either 
de\-elop a statistical process control procedure or change the sampling to the excision method promptly. 

10151 FSIS requires 50 foot-candles (fc) of shadow-free light at inspection surfaces. The light in 
abdominal cavities was only 20 fc. The MAG-FOR officials ordered prompt installation of more light 
fixtures to bring it up to compliance by the start of the next day's operations. 

Note: All deficiencies identified during the previous FSIS audit (on April 7. 2003) had been satisfactorily 
addressed and corrected. 

Following a discussion of the obsen7ations, the Chief Meat Inspector of Nicaragua issued a Notice of 
Intent to Delist to the establishment management if the abo\.e deficiencies are not corrected within 30 d a ~s 
of this audit. 

61 NAME OF AUDITOZ 52 AUDITOR SIl24ATCIRE-AND 3LTE 
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United States Department of Agml ture 
Food Safety and l nspedion S e r v m  

Foreign Establishment Audit Checklist 
1 ESTMLISHMENT NAME AND LCCATION 2 AIJDlT CATE 3 ESTkBLlShMENT NO 4 NkhlE OF COU hTRY 

Macesa Matadero Central S.A. KO\7.2003 8 Nicaragua 
Juigalpa 5 NAME OF AU3!TOR(S) 6 TYPE OF AUDIT 

-
Dr G a p  D Bolstad 1-' ON-SITEAUDIT -- DOCUMENT AUD T 

Place an  X I n  t he  A u d ~ tResul ts b lock  t o  ~ n d ~ c a t enoncompl~ancewrth r e q u l r e r n e n t s .  U s e  0 ~f not  applrcable. 
-

Part A - Sanitabon Standard Operating Rocedures (SSOP) Part D - Continued A U ~4 

Basw: Requirements Results Economic Sampling I R ~ S - I ~ S  

7 Written SSOP 1 33. Scheduled Sample 

8 Records documentng ~mplernentat~on 1 34 Soeces Testinq 

9 Signed and dated SSOP by m-slte or overall author~ty 35 Res~due I 
-- --- ---- - -. ---

Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements 
Ongoing Requirements -- -- - _ _ _ _ _ _ _ _  _-A 

10 Implementation of SSOP s includng monitoring of implementation 36 Export 
pp -

11 Maintenance and evaluat~on of the effecbveness of SSOP s 37 Import 0 
.- .- .-

12. Corrective act~on when the SSOPs have faled to prevent d~rect I,38. Establishment Gromds and Pest Control 
product contamlnatim or aduleratlon I 

-- .-

13 Daly records document ~tem 10, 11 and 12above 39 Establ~shmentConstructionIMaintenance 

I1 

I 

Part B - Hazard Analysis and Critical Control 
----- -- A-

-.-- Point (HACCP) Systems - Basic Requirements 
.-

14 Developed a ld  implemented a written HACCP plan -- -
I I 

15 Contents of the HACCP list the food safety hazards 42 Plumbing and Sewage 
a ~ t i c dcontol  pants cr~tlcal l~mits pocedues mrrecbve actions --

I16 Records documenting ~rnpkrnentatlon and monitoring of the 43 Water Supply 

HACCP olan 

17. The HACCP plan is sgned and dated by the responsible 
establishment ~nd~vdual  45 Equ~pmentand Utensils 

I 

Hazard Analysis and Critical Control Point 
(HACCP) Systems -Ongoing Requirements 346 San~tary Operations X 

_-__L.___ 
18 Mon~tor~ngof HACCP plan 

47 Em~ loveeHvo~ene, , , *  

19 Venficabon and vaidation of HACCP plan I 

48 Condemned Product Control 

20 Corrective action wr~t t f f l~n HACCP plan I I 
- - .  

21 Reassessed adequacy of the HACCP plan. I Part F - Inspelction Requirements 

22 Records docurnmt~ng the written HACCP plan monitor~w of the I 49 Government Staffing 1 
cr~tical control Ds~nts dates a d  trnes d soec~f~cevent ocwrrerces -

Part C - ~ c o n o m i c l Y l l h o l e s s  50 Daily inspect~cn Coverage 

23 Labeling - Roduct Standards 
-- 51 Enforcement I X 

24 Labeling - Net Weights --
- 52 Humane Handl~ng 

25 General Labeling 

26 Fin Prod StandardslBoneless (DefedsIAQUPcrk Skinshloisture) , 53 An~mal Identification 
- 3Part D -Sampling -

Generic E. coli Testing 54 Ante Mor tm  Inspct lon 

27 Wr~tten Procedures 1 55 Post Mor tm  Inspct ion 
I 

28 Sample Colkct~onIAnalysis -x 
Part G - Other Regulatory Oversight Requirements 

29 Records 

56 Europan Community Drect~ves Salmonella R r f o m n c e  Standards - Basic Requirements I 
1 57 Mcnthly Review 30 Corrective Actions 

31 Reassessmen: 

32 Wrtten Assurance 1 59
I 

FSIS- 5003-6 (04/04,'2002) 
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60 Observat~onof the Establ~shrnent 7M.b 
Est. 8. hlacesa hlatadero Central S.A..Juigalpa. Sicaragua: No\ ember 7, 3003. 

28 The establishment had not de\ eloped a statistical process control procedure to analjze the results of 
the testing program for generic E coli: the method intended for excision sanlpling was being used. It mas 
noted that the upper limit enlploj ed (1 00 cfu/cm2 was recommended to all three establishments in 
Nicaragua that were certified for U.S. export by the government-omned and -operated Ministry of 
Agriculture laboratory where the samples are analyzed. The establishment management agreed to either 
develop a statistical process control procedure or change the sampling to the excision method promptly. 

4615 1 (A) There were several points on the slaughter floor p here carcasses ere contacting adjacent 
equipment with the potential for cross contamination. Those that were rnol able were immediatelq mol ed 
further away from the carcasses. and the stand that was affixed to the floor mas ordered by MAGFOR to 
be moved after the close of operations on the day of the audit. (B) Employees with open containers of 
inedible materials and employees with open edible product containers were passing through the same strip 
curtain. with the potential for cross-contamination. The MAG-FOR officials ordered the strip curtain to be 
removed irnmediate!y. ( C )  All v;aste csntainers (far paper t ~ ~ e k )  on the slaughter floor and rhe majority 
of those in the boning room had hand-operated lids, with the potential for cross-contamination. The lids 
were immediately removed and discarded. (These deficiencies should have been identified by MAG-FOR 
prior to this audit.) 

61 NAME OF AUDITOR 62 AUDITOR SIGNATURE AND DATE 
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[ S E A L ]  G O V E ~ ~ ~ ~ f i TOF NICARAGUA [SEAL] 
Agriculture, Livestock, and Forests Ministry 

Division of'Agriculture and Livestocli Protection and Health 

Ms 
Sally Skabnncn 
Illrector 
Trtternabonal Eqwvalence SnlT 
Office of lntcrnat1onali2ffm s 
VSDAFSIS 

Dcar Ms. Smtnloen: 

I. hadequate irnplementation of PSIS requirements for risk analysis of critical 
monitoring points (HACCP) and SSOP procedures. 

a) Tnclusion of documenh to date wth corrcctions and vdidatiou to h c  HACCP Ylm.  
6 )  On tlie critical point mouiroring page, ?II, id c o l ~ m n$3, section .4, there is zero 

visual conta~ninadonof fccal origin md ingested. 
c) A11 the esophagi, rectums, fad duodalum concctly nullified ancl with no ~upnu'ein 

the hymen, s m l l  and large intestine, a l l  blaclder: and urinary bladder. 
d) In the PCC-1, there is c~mcntmonitoring of 10% oi'tht. cattle lots io be slari_ch~ered, 

and ~hr:procedure lor sclccting b e  bcclto be monitored is being cam& out bough 
a random sratistical process. 

e) In the case of the PCC-I, verificaiions are being carried out tu  establish p r o p  
perfo~:manccof the monitoring, crltical Limits, and Ih:: application of con-ecrive and 
prt~cnti.iremeasiucs iu cases whcrc deviadoas occm. 

f )  In the PCC-I md PCC-2, in addirion to zhc con-ectivt. tlctimis takm. pi-rsentivc 
actions have also bwn included. 

g) Inthe P(:C-2? cai-cassrempcratul-esol'lowcr than 450 F were included anci 
environnimtal krnpcmtures lower than 400 1:. 



[ S E s l  GOT;ER\XENT OF NICARAGITA 
_IgricuItr~re,Livestock, and Forests ,Ministry 

Division of Agriculture and Livestock Protection and Hcalth 

hl All c l cm~ngand samtatlon proccdiuc~are no\? included m thc SSOP dou~mlcnt 
I) In the SSUP 32 ,  clemn_oand saniratlon procedures were establ~shed for contact 

s~ufaccs(mst-proof stccl shce~son fl1e platl'orms m chc ilaughtcmg room) 
1 )  Vie document includes 5 e  exact place wlvhcre generic E cnli I S  sampled for. 

Ll. Insumdent docirrnenlalion of the preventive mcasnres as part of correcliue ~ c l i o n s  
during the revision nf pre-operatinnal sanitation. 

3 )  Prcvcnbve measurer werc mcludcd for cach achon m accordai~cew t h  the pre-
operat~onalmpecrion. These prevenave actions are include in each $SUP key. 

b) In thc cvcnt of pre-opcranonal dc\labms, Illcsc src notcd 111the SSOP fm~iiat 

m, Insufficient docamcstation of operational sanitation activities, 

a) The ope~atmlalsanrtatiou procedu~esand actwms are ulcludecl in the SSOP. lnthe 
cvcn( of dc\ rat~ons m thcue procrdurcs, Lhq arc doc~uncntcdm thc fonnats 

IV. Failure to develop a tati is tical procecs to analyze the results o f  thc gcueric E. coli testing. 
) Srat~s~ical thc rcsults foi-dlc' molutorlngconrrols hsvc been tmplemrntcd to e ~ d u : l ~ c  

of gcnenc E. co11 

TT.Inadequate supervision by the Government nf Nicaragua. 

All proccd~ucs sct forth in b e  Mcat Inspcctioil Rcg~dstionsfor autl~oiizedfacilitiesu )  
are being applied, 

b )  The chici'o1~thcMcat h p t c ~ i o nService is c:-g out monthly inspection visits in 
ordcr to perfom follow-up supervision and coinpliance witli the official USDA 
auclil. 

C)  An official. blear Inspection Conmission was formed with the vctcrinairy oSiicials 01 
lii~ilititsii4, 5, and 6 .  Thcy c q out monthly inspections of any siaughteshouse tliat 
is autl~orized to export to the Lnited S a t e s .  These \Gsits arc docurncntcd on a 
specific iorm. 



J S L U ]  GOVW.S"FIEYT OF KIC-RAGLA [SEAL] 
Agriculture, Livestock, and Forests Ministry 

Division of Agriculture and Livestock Protection and Health 

d) The appnhnen t  of an assistiml c h i d  o l  thc Yeat Tilspection Service, Lo providc 
professional and tcclmical support to the duties ciislied OLILby this seivice. and ro 
comply with in~srnationalrequiremms rc~ardinghygiene, smitiliion, and safcty of 
all products proccsscd in faciIities authoiized 20 expon io LIKUnited States, 

For all thr reasons llstcd abm e. I am pleased 10 inform 4ou that all tlle deficieiicles obscr\ed by 111c FSIS-
C SD-4 o f i c~a l shave been rectilied I am a f f s c h g  a document regarding the corrective measuves taken 
w t h  note DICH-DVP.0349-03 dared December 9. 2003. 

With noLhing i iuhr  for the n~oment.I remain. 

Youis sincerely, 

Cc: Dr. Denis Salgado Fonscca --- Director Genel-a1IXTPSA 
Dr. Omar Garcia Conales --- Director oi'Anima1 Health 
Eng. Diego Velasquez Pcrcira --- Chief o f  Depar-trnenrof Inspection and Ccrtiiicaion 
Mr.Ervin F. Leiva --- Agriculhlral SpcciaIist 
File copv 

DIVIS1O.U OF ;LV1.+1.4LHEALTH/DEP ARTMEKT OF INSPECTION AWU C'EKTlFI~ATIDY/XL4CCP 
Kin 3 ii.road to h l a q  a. Fax 276-0343 Facility 278-5418,22781235 Ext. 107 E-mail. I~acc~r@~rtti~gCor,:ob.ni 

Manayua. h ~ c a r a ~ u a  
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